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CXiXTIIFlED MAIL -. .,. C-.-C.-C.-. ..-- 
RETIJRF RECEIPT RECNJESTED Refer to MIN 03 - 07 ‘3. r,- *.-.-I.- CB.-. I, 

Jerry .Jcromc 
Chief Execu tivc Officer and Chtirman of the Board 
IJcnnic:-O Turkey Store 
2505 Willmar Avenue SW 
Willrrrnr, Minnesota 5G20 1 

ha.r Mr. Jcromc: 

1’ I 

On June 6, 2002, investigators from the Wisconsin Dcpartrncnt of Agriculture, 
Trndc, and Consumer Protection, actilq on behalf of the Food and Drug 
Arlministrntion, conducted an inspection of your medicated feed mill locakd at 
61 NCWCI Nirlth Street, Rarrm, Wisconsin 54812. That inspection found significant 
violalions of lhc Pcdernl Food, Drug, and Cosmetic Act (the Act) and deviation8 
from C!urrcnt Good Manufacturing Practices (COMP) regulations as required by 
%lk! 21, Code nf Federal Regulations (21 Cl?R). 

The inspuclion found that the use of animal drugs in your feed (sulfadimcthosinc, 
ormctopkn, chlortctracyclinc, diclaauril and bacitracin mcthylcno disalicylate, 
moncnsin, and virginiiunycin) dots not conform to on approved New Animal Drug 
Application (NADA) as rcqlziced by Section 5 12 of the Act. For this rccason, the 
drugs are unsafe under Section 512 of the Act and thus arc adulterated under 
Scxtion 50 1 (a)(5) of lhe Act. 

‘1‘11~ tulirnal feed products noted below are also adulterated within the meaning of 
Bcclion 501(a)(6) of the Act because they bear or contain new animal drugs but do 
not corGorm with an approved NADA. The feeds are thus unsafe under Section 512 
of the Act and adultcrated under Section 501(a)(6) of the Act. 

* TIIRKl?Y FEl%TI WITH .w (chlortctracyclinc) -- The drug level in the feed is 
lnlxdcd as contcaining 200 g/ton, but the Product is labeled with %dications for 
USC” (Ireatmcnl of bluecomb) that correspond to a drug level of 25 mg/lb of 
bodywcight. See 21 CFR $ 558.128(d)(l)(v) and (xiii), copy enclosed. 
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* TURKEY FEEB WITH 1w(diclazuril and bacitracin 
mctbylcnc disalicytate) - Labeling lacks a rcquircd statement “Not for use in 
1~11s producing eggs for humrul consumption.” See 21 Ck”R § 558.198(d)(2), 
copy exlcl~sed. 

1 ‘I’URKl?:Y FEED WITH w (sulladimcthoxine and ormctoprim) -- 
IAxAitlg lacks a roquircd stalcment to “Withdraw 5 days bcforc slaughter.” See 
21 CFR g 5!%.575(d)(3)(fii), copy enclosed. 

* TURK&Y FI.B:c:n WITH B; (moncnsin *and virginiamycin) b- 
The labeling laclcs a portion of a required caution statement, spcc3kally, ‘Some 
strains of turkey coccidia may bc Moncnsin lolcrant or resistant. Monenshl 
may irlicrfcre with dcvclopment of immunity to turkey coccidiosis.” See 21 CFR 
$j SSS.3SS(r)(Z)(iv), copy c~~closccI, 

‘1‘)~~ missing lnbcling stntcmcnls also cause the TURKEY FEED WITH w 
&VI/LA-(riiclaz.uril and bacitracin mcthylcnc disalicylate), TURKEY PEED WITH 
/n/vv”vL (sulf~dimethoxinc and ormctoprim) *and TURKEY PEED WITH /vvL 
Jvvvvv’(~~ (moncnsin and virginiarnycin) animal feed products to bc misbranded 
within the meaning ol Section 502(c) of the Act. 

The four animal feed products arc ‘also adulterated within the meaning of Scclion 
SOl(n](2)(B) of the Act for failing to comply with COMP regulalions with regard to 
the k&cling requh-mnts as articulated by 21 CFR 8 225.80(b)(2) and the record 
rl:tention rcquirem~nts s1\s articulated by 2 1 CFR 6 225102(b)(2). 

‘i%lc 2 1, C&c of Fed@ RQ&~L~ $j 225.80(b)(2) requires proofread labels to bc 
dntcd, mitialcd by a responsible individual, and kept for one year after all the 
lcrbcls from the batch have been used. Your fiGlure to keep these labels for one 
~‘c!i~r as required by the regulation rcndcrs the products adulterated under Section 
SO 1 (a)(2)(E3) of the Act. 

‘Ilw Strrlc investigators lloled that the firm’s computer system gencratcs a paper 
pt~ocluction rword that provides a cornpkte traceable history of the manufacturing 
process for cslcll of tho mtdicatcd feed products it manufzrctures. The State 
investigators noted that the paper production records are discarded *titer 90 days. 
Fticd Mill Manager Williarrl Carroll stated that the records arc discarded due to the 
si{:nifir:ant ;xn\ount of apace they take up. 

‘I’itli: 2 I, Cdgc& Fcdcral Rcgylation Iji 225,102(b)(2) requires ihat the original 
production record or copy thereof shall be retained on prcmiscs for not less th,an 
one your. &cause your firm has not adhered to ihis requirement, the 
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manu factured products are adulterated within the meaning of Section 501(a)(2)(B) 
llf the Act. 

The above is not intcndcd to bo an all-inclusive list of violations, As a 
manufactures* of atlima feeds, you arc rcsponsiblc for ensuring that your overall 
opcmlion and the products you manufacture and distribute arc in compliance with 
the! Iaw. 

You should take prompt action to correct these violations, and you should 
cslablish proccdurea whereby such violations do not recur. Failure to promptly 
cc~cct thcsc violations may result in further regulatory and/or administrative 
sanctions. Thcsc sanctions could include seizure, injunction, and/or notice of 
opportstnity for a hearing on a proposal to withdraw approval of your firm’s 
mctlic~~lcd feccl license under Section 5 12(m)(4)(R)(ii) of the Act and 2 1 CFR 
$ S 14.1 I S(c)(2). This IctCcr constitutes official notification under the law, This 
Icttcr notifies you of our findings and provides you an opportunity to correct the 
t~bovc dcficicncies. 

You sl~oulcl notily this office in writing within 15 working days of tic steps you 
h~c takca to bring: your firm into compliance with the law. Your response should 
include each step bcinl: I&en, that has been taken, or will bc taken to correct the 
viul~lioiis and prevent their rccurrcncc. If corrective action cannot be cor~~plctccl 
wjthirl 1S working days, state the reason for thc d&y and the time frame within 
which the corrections will bc completed. Please include copies of *any available 
documentation demonstrating that corrections have been made. Your reply should 
bc! atldrcssed to Compliance Officer Timothy G. Philips at the address on the 
1c:Ltct’hcad. 

Sincerely, 

David R. Yost V _ 
Acting Director 
Minneapolis District 

lUP/ccl 

E~nclosur‘cs: 21 CFR 5 585,575(d)(3)(iii) 
21 CFR 8 558128(d)(l)(v) 
21 CFR $ 558198(d)(2) 
2 1 CFR 8 558355(1)(2)(iv) 


